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DETAILED ACTION 
Drawings 

1 . The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: "64" in figure 1 and "33" in figure 3. Corrected drawing sheets in 
compliance with 37 CFR 1.121(d), or amendment to the specification to add the 
reference character(s) in the description in compliance with 37 CFR 1.121(b) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be. labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1 .121(d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

Specification 

2. The disclosure is objected to because of the following informalities: 

a. At paragraph 4, line 1 , "an access cannulas" is improperly worded. 

b. At paragraph 32, line 3, "style" should be -stylet-. 
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c. At paragraph 37, the recitations of "the interior surface 70" should be -the 
interior surface 78-. 

<± At paragraph 43, line 6, "the cutting edge 34" should be -the cutting edge 
84-. 

e. At paragraph 45, line 2, "the sidewall 86" should be -the sidewall 76-. 

f. At paragraph 47, line 6, "limitation the" should be -limitation of the-. 
Appropriate correction is required. 

Claim Objections 

3. Claims 17-24 are objected to because of the following informalities: at claim 16, 
line 2 and at claim 17, line 2, it appears that the semi-colon should be a colon. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1-7, 12 and 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mittermeier et al. (US 6,063,037) in view of Tretinyak (US 4,403,617). 

6. Mittermeier disclose a biopsy assembly (figure 1) for insertion into a mass of 
bone (100) to collect a biopsy specimen (104) of tissue therefrom, comprising: a 
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cannula handle (44) having a passageway (46) extending therethrough from a support 
end to a receiving end defining a recess (on each side of 48 as shown in figure 1) 
disposed about said passageway; an access cannula (22) having a proximal end 
supported in said passageway and extending therefrom to an open end (32); an 
introduction stylet (26) for selective insertion into said passageway and through said 
access cannula for advancing said access cannula into the mass of bone to establish a 
biopsy harvest site (102); a cap (88) supporting said stylet; and an inner cannula (24) 
for selective insertion through said passageway into said access cannula and extending 
from a proximal end to a distal end (52). 

7. In regards to claim 7, Mittermeier discloses a tool handle (56) connected to said 
proximal end of said inner cannula. In regards to claim 12, the cannula handle and said 
cap present a tongue and groove connection (49 and 58) for engaging upon rotation of 
said cap relative to said handle. In regards to claim 15, Mittermeier discloses an 
obturator (28) for selective insertion through said inner cannula to remove the biopsy 
specimen therefrom. 

8. Mittermeier does not expressly disclose that the inner cannula has a swaged 
portion having a non-deformable sidewall with a frustoconical interior surface extending 
radially inwardly at a predetermined angle from said distal end to a biopsy opening. 

9. Tretinyak teaches a cannula portion (see figures 2, 5-7) extending from a distal 
end for retaining a biopsy specimen therein and having a non-deformable sidewall (12) 
with a frustoconical interior surface (column 3, lines 8-12) extending radially inwardly at 
a predetermined angle from the distal end to a biopsy opening (see opening in figure 2) 
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for receiving the biopsy specimen therethrough. The sidevyall includes an exterior 
surface and said biopsy opening includes an annular cutting edge having a pair of 
beveled facets (column 3, lines 12-14) extending between said exterior surface and said 
edge for rendering said edge sharp. The facets converge at said cutting edge to define 
a pair of opposed cusps (at 12.4 and 12.5) extending therefrom. 

10. Tretinyak does not expressly disclose that the distal portion is swaged. However, 
it is noted that regardless of how the distal portion was formed, the reference discloses 
a distal portion that is substantially equivalent to the claimed swaged portion and 
therefore is considered to meet the claim language. 

1 1 . The cannula portion of Tretinyak is capable of faster and smoother penetration 
so that a substantially undistorted tissue specimen is obtained (column 4, lines 35-51). 

12. Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of invention to have modified the inner cannula of Mittermeier to include the 
cannula portion of Tretinyak in order to more readily penetrate bone and to obtain a 
substantially undistorted tissue specimen. 

13. Although Tretinyak discloses that the distal portion tapers inward, Tretinyak does 
not expressly disclose that the distal portion tapers at an angle of two degrees as set 
forth in claims 4 and 6. At the time the invention was made, it would have been an 
obvious matter of design choice to a person of ordinary skill in the art to taper the distal 
portion at an angle of two degrees because Applicant has not disclosed that this 
particular angle (as opposed to another small angle) provides an advantage, is used for 
a particular purpose, or solves a stated problem. One of ordinary skill in the art, 
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furthermore, would have expected Applicant's invention to perform equally well with a 
small but undisclosed angle as taught by Tretinyak because it improves cutting and will 
also help maintain the biopsy sample in the cannula. Therefore, it would have been an 
obvious matter of design choice to modify Tretinyak to obtain the invention as specified 
in claims 4 and 6. 

14. Claims 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mittermeier et al. (US 6,063,037) as modified by Tretinyak (US 4,403,617), as applied to 
claims 1-7, 12 and 15 above, and further in view of Strasser et al. (US 4,838,282). 
Mittermeier as modified by Tretinyak does not expressly disclose a luer connector on 
the tool handle for connection to a syringe. Strasser teaches connecting a syringe to a 
luer connector of a tool handle in a conventional manner for applying a vacuum to a 
cannula for drawing in and retaining a biopsy specimen within the cannula (column 8, 
lines 26-37). Therefore, it would have been obvious to one having ordinary skill in the 
art at the time of invention to have modified the assembly of Mittermeier as modified by 
Tretinyak to include a luer connection on the tool handle for connection to a syringe in 
order to apply a vacuum to draw a sample into the cannula and retain the sample 
therein. 

15. Claims 10, 11, 13 and 14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mittermeier et al. (US 6,063,037) as modified by Tretinyak (US 
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4,403,617), as applied to claims 1-7, 12 and 15 above, and further in view of Jamshidi 
(US 5,807,275). 

16. In regards to claims 10 and 1 1 , Mittermeier discloses opposed fingers (48) on the 
cap for selectively engaging a ridge or tube (60). Mittermeier does not expressly 
disclose that the opposed fingers engage male luer threads. Jamshidi teaches male 
luer threads (22) about a receiving end of a cannula for the purpose of providing means 
to connect the cannula with an aspirator apparatus (column 5, lines 44-46). Therefore, 

it would have been obvious to one having ordinary skill in the art at the time of invention 
to have used male luer threads as taught by Jamshidi in place of the ridge or tube of 
Mittermeier as modified by Tretinyak in order to provide a more versatile connection that 
can be connected to other components such as an aspirator apparatus. 

17. In regards to claims 13 and 14, Mittermeier as modified by Tretinyak does not 
expressly disclose a plurality of grooves and a plurality of tongues. Jamshidi teaches a 
tongue and groove connection having a plurality of grooves (40) extending radially into 
a cannula handle and a plurality of tongues (42) extending radially from a cap for 
engaging the grooves upon rotation of the cap relative to the handle. The tongue and 
groove configuration of Jamshidi provides a stop to ensure alignment and proper 
connection of the handles (column 4, lines 58-63). Therefore, it would have been 
obvious to one having ordinary skill in the art at the time of invention to have modified 
the tongue and groove connection of Mittermeier as modified by Tretinyak to include a 
plurality of tongues and a plurality of grooves as taught by Jamshidi in order to provide a 
stop to ensure alignment and proper connection of the handles. 
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18. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mittermeier et al. (US 6,063,037) as modified by Tretinyak (US 4,403,617) and Jamshidi 
(US 5,807,275), as applied to claims 1 0, 1 1 , 1 3 and 14 above, and further in view of 
Strasser et al. (US 4,838,282). Mittermeier as modified by Tretinyak and Jamshidi 
discloses the limitations of claim 16 as noted above. However, Mittermeier as modified 
by Tretinyak and Jamshidi does not expressly disclose a luer connector on the tool 
handle for connection to a syringe. Strasser teaches connecting a syringe to a luer 
connector of a tool handle in a conventional manner for applying a vacuum to a cannula 
for drawing in and retaining a biopsy specimen within the 'cannula (column 8, lines 26- 
37). Therefore, it would have been obvious to one having ordinary skill in the art at the 
time of invention to have modified the assembly of Mittermeier as modified by Tretinyak 
and Jamshidi to include a luer connection on the tool handle for connection to a syringe 
in order to apply a vacuum to draw a sample into the cannula and retain the sample 
therein. 

19. Claims 17-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mittermeier et al. (US 6,063,037) as modified by Tretinyak (US 4,403,617), as applied to 
claims 1-7, 12 and 15 above, and further in view of Akerfeldt (US 5,868,684). 
Mittermeier as modified by Tretinyak discloses a method (Mittermeier: column 7, line 10 
- column 8, line 9) of collection a biopsy specimen of tissue from a bone, comprising the 
steps of: inserting (fig 2) an introduction stylet through an access cannula to close an 
open end of the access cannula, inserting (fig 12) the stylet and access cannula into a 
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bone to establish a harvest site therein, removing the introduction stylet from the access 
cannula whereby the access cannula maintains an access pathway to the harvest site; 
providing an inner cannula extending from a proximal end to a distal end; providing a 
portion of the inner cannula having a non-deformable sidewatl having an exterior 
surface and a frustoconical interior surface (see Tretinyak) extending radially inwardly at 
a predetermined angle from the distal end to converge at a continuous annular cutting 
edge defining a biopsy opening; inserting (figures 13 and 14) the inner cannula into the 
access cannula, advancing (figures 13 and 14) the access and inner cannulas, a 
predetermined distance into the bone whereby the cutting edge severs a specimen from 
the bone and urges the specimen through the biopsy opening into the inner cannula, 
removing the inner cannula from the bone, and removing the specimen from the inner 
cannula. 

20. Mittermeier as modified by Tretinyak does not expressly disclose extending the 
cutting edge through the open end. However, it would have been obvious to one having 
ordinary skill in the art at the time of invention that the cannula portion of Tretinyak 
would be extended past the open end of the access cannula of Mittermeier to cut and 
obtain a biopsy sample. 

21 . Mittermeier as modified by Tretinyak does not expressly swaging the portion of 
the inner cannula. Akerfeldt teaches that it is known in the art to use a swaging process 
to obtain a reduced diameter tapering portion (column 3, lines 21-55). Furthermore, it is 
noted that the process by which the distal cannula portion is formed is not critical to the 
claimed invention or to the invention of the cited references. Therefore, it would have 
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been obvious to one having ordinary skill in the art at the time of invention to have 
swaged a portion of the inner cannula as taught by Akerfeldt in the method of 
Mittermeier as modified by Tretinyak in order to form the frustoconical interior surface 
that extends radially inward. 

22. Tretinyak teaches the limitations of claims 18 and 19 as noted above and 
Mittermeier discloses the limitations of claim 20 as noted above. 

23. Claims 21-23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mittermeier et al. (US 6,063,037) as modified by Tretinyak (US 4,403,617), as applied to 
claims 17-20 above, and further in view of Jamshidi (US 5,807,275). Mittermeier as 
modified by Tretinyak does not expressly disclose a plurality of tongues and 
complementary grooves. Jamshidi teaches a tongue and groove connection having a 
plurality of grooves (40) extending radially into a cannula handle and a plurality of 
tongues (42) extending radially from a cap for engaging the grooves upon rotation of the 
cap relative to the handle. The tongue and groove configuration of Jamshidi provides a 
stop to ensure alignment and proper connection of the handles (column 4, lines 58-63). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
of invention to have modified the tongue and groove connection of Mittermeier as 
modified by Tretinyak to include a plurality of tongues and a plurality of grooves as 
taught by Jamshidi in order to provide a stop to ensure alignment and proper connection 
of the handles. 
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24. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mittermeier et al. (US 6,063,037) as modified by Tretinyak (US 4,403,617) and Jamshidi 
(US 5,807,275), as applied to claims 21-23 above, and further in view of Strasser et al. 
(US 4,838,282). Mittermeier as modified by Tretinyak and Jamshidi does not expressly 
disclose a luer connector on the tool handle for connection to a syringe. Strasser 
teaches connecting a syringe to a luer connector of a tool handle in a conventional 
manner for applying a vacuum to a cannula for drawing in and retaining a biopsy 
specimen within the cannula (column 8, lines 26-37). Therefore, it would have been 
obvious to one having ordinary skill in the art at the time of invention to have modified 
the assembly of Mittermeier as modified by Tretinyak and Jamshidi to include a luer 
connection on the tool handle for connection to a syringe in order to apply a vacuum to 
draw a sample into the cannula and retain the sample therein. 

Conclusion 

25. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Stewart (US 3,175,554) discloses a split biopsy needle. 

26. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Apanius whose telephone number is (571) 272- 
5537. The examiner can normally be reached on Mon-Fri 8am-4:30pm. 

27. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300/ 

28. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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